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Rockville MD 20857

The Honorabl e Ri ck Santorum
Uniited States Senate
Washi ngton, D.c. 20510-3804

Dear Senator Santorum

Thank you for your letter of April 2, 1999 on behal f of

Ms. Sharon Wight of Hanover, Pennsylvania, regarding dietary
suppl enents contai ning ephedrine alkal oids. Ephedri ne

al kal oi ds are anphetam ne-1i ke conpounds with potentially
strong stimulant effects on the cardiovascul ar (heart and bl ood
vessel s) and nervous systems. The ephedrine al kal oids in

di etary supplenments are naturally occurring stinmulants and
usual ly are derived fromone of several species of herbs of the
genus Ephedra, sonetines called Ma huang or Chinese Ephedra.

On June 4, 1997, the Food and Drug Adm nistration (FDA or the
Agency) published a proposed rule in the Federal Register (FR)
regarding the fornulation and | abeling of ~dietary suppiements
contai ning ephedrine alkaloids. In the proposed rule, the
Agency 1S proposing:

to make a finding, which will have the force and effect of
law, that a dietary supplenent is adulterated if it
contains 8 mlligrans (mg) or nmore of ephedrine alkal oids
per serving, or if its |abeling suggests or recomends
conditions of use that would result in intake of 8 mg or
more in a 6-hour period or a total daily intake of 24 mg
or nore of ephedrine alkal oi ds;

to require that the label of dietary supplenents that
contai n ephedrine al kal oids state, “Do not use this
product for nore than 7 days”;

to prohibit the use of ephedrine alkaloids with
ingredients, or with ingredients that contain substances,
that have a known stimulant effect (e.g., sources of
caffeine or yohimbine), which may interact with ephedrine
al kal oi ds;

to prohibit labeling clains that require long-term intake
to achieve the purported effect (e.g., weight | 0ss and
body buil ding);

Food and Drug Administration
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to require a statenment in conjunction with clains that
encourage short-term excessive intake to enhance the
purported effect (e.g., energy) that, “Taking nore than
the recomrended serving may result in heart attack
stroke, seizure or death”; and

to require specific warning statements to appear on
product | abels.

The proposal also articulates FDA's policy that products
marketed as alternatives to illicit street drugs are drugs, not
dietary supplenents.

FDA proposed this rule in response to serious illnesses and
injuries associated with the use of dietary supplenment products
whi ch contain ephedrine al kaloids and in response to the
Agency’s investigations and anal yses of these illnesses and
injuries. Reported adverse events range from epi sodes of high
bl ood pressure, irregularities in heart rate, insomia,
nervousness, trenors, and headaches, to seizures, strokes, and
death. As of January 1997, FDA had received over 800 reports of
adverse events associated with the use of nore than 100
different dietary supplenment products which contained, or were
suspected of containing, ephedrine alkaloids. The adverse
events reports showed consistent patterns of illness and injury
anong ot herw se heal thy individuals and those with underlying
di seases or conditions. FDA continues to receive additiona
reports of adverse events associated with the use of these
products.

The proposed neasures were devel oped based on FDA s review of
its adverse event reports, the scientific literature, and
public comrents reviewed by the Agency, including conmrents
generated by an October 1995 advi sory working group public
neeting and an August 1996 public neeting of FDA s Food

FDA all owed a 75-day comment period on the proposed rule. On
Septenber 18, 1997 (62 FR 48968), that comment period was
reopened for an additional 75 days until Decenber 2, 1997. FDA
invited witten comments on the proposal fromthe public and
industry. Al comments received will be reviewed and

consi dered by the Agency in developing the final rule.

Advisory Committee. These experts suggested a nunber of steps
the Agency mght take to reduce injuries associated with the
use of dietary supplenents containing ephedrine alkaloids. If
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i mpl emented, the proposed rule will reduce the risk of adverse
events for consumers who use these products.

W hope this information is helpful. |f we may be of any
further assistance, please let us know.

Sincerely,

ﬂMe’lin_da K. Plaisier o
Interiim Assoeej at e Comm ssi oner

for Legishative Affairs

Encl osure
Constituent’s correspondence

cc. Dockets Managenent Branch
(Docket #95N-0304)



RICK SANTORUM commees:

PENNSYLVANIA AGRICULTURE
ARMED SERVICES

CHAIRMAN, SUBCOMMITTEE ON

Wnited States Senate S

WASHINGTON, DC 20510-3804 RULES
AGING
202-224-6324
April 2, 1999

M . Cathy Hudson

Food and Drug Adm nistration

5600 Fishers Lane

Suite 1547 Parklawn Buil di ng

Rockville, Maryland 20850 {

Dear Ms. Hudson,

1 have recently received correspondence from Sharon Wight from Hanover,
Pennsyl vani a.

She is concerned about the FDA's proposed rule that would deny her right
to purchase natural dietary supplements which contain the natural herb
Ma Huang. Any information your office could provide regarding this
matter would be greatly appreciated. A copy of Ms. Wight's
correspondence is enclosed for your review

The staff contact for this referral is Larry Hornbake who can be reached
at 202-224-6324. Thank you for your assistance.

Sincerely,

loe Setrme

Ri ck Santorum
United States Senate
RJS\1h

No 99- 2405

WorLDW IDE WEB: http://www.senate. gov/~santorum
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TO THE MEMBERS OF THE SENATE AND HOUSE OF REPRESENTATIVES:

We need your help. The Food and Drug Administration has proposed a rule
(62FED.REG.30678) that would deny our right to purchase natural dietary supplements
which contain the natural herb Ma Huang. This rule would unduly restrict the levels of
naturally occurring ephedrine alkaloids found in Ma Huang to alevel that would render
these dietary supplements useless to the consumer. There are currently approximately Five
Million adult Americans who regularly consume dietary supplements containing Ma
Huang, which has been used safely throughout the world for over 5,000 years.

The FDA has based their proposed rule on anecdotal information. However, the FDA
has admitted that anecdotal information “cannot be used to calculate incidence or
estimates of risk.” Additionaly, we strongly believe that the proposed rule violates the
1994 Dietary Supplement Health and Education Act, which Congress passed to regulate
outrageous and unnecessary actions by the FDA regarding dietary supplements.

We urge you to contact the FDA and stop this unnecessary and illegal action on their
part. We are writing you on behalf of ourselves and the millions of other Americans who

safely use these products on a daily basis. We need our voiICes tg be heard and we are
asking you, our elected officials, to make our voices heard.

Sincerely,
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